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REMARKS 

An appeal was made in the parent case. In its decision, the Board affirmed 
that Examiner made a prima facie case of obviousness against claims that were 
narrower in scope than those claims filed herein. The Board also alleged that the data 
presented in the specification fails to show unexpected results in terms of efficacy of 
the claimed combination therapy. 

Further the Board alleged that "it is impossible to conclude from Table II (in 
the specification) that the incidence of adverse events was consistently lower in 
patients treated with mid- or high-potency corticosteroid in combination with 
tazarotene as compared with patients treated with low potency-corticosteroid in 
combination with tazarotene, or tazarotene alone." Applicant responds with 
arguments and further support in the form of data in a scientific publication, that the 
claimed combination does in fact have unexpected benefits over the use of tazarotene 
alone in terms of adverse events. The trend in the total number of adverse events 
points to a significant advantage for the tazarotene/corticosteroid combination. 
Consider that the table below, which gives the total number of adverse events for each 
treatment taken from Table n, clearly shows that the frequency of adverse events 
decreases as the corticosteroid potency increases in the combination therapy. 
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For additional support of this position, Applicant submits herewith a reference by 
Gollnick (British Journal of Dermatology 1999; 140 (Suppl. 54): 18-23), published 
after the effective filing date of the present application, which is therefore not prior 
art, which supports Applicant's assertion that corticosteroids in combination with 
tazarotene have fewer side effects. The reference states "there was a trend towards a 
lower incidence of treatment-related adverse events as corticosteroid potency 
increased (from 42% with tazarotene plus placebo to 36%, 32%, and 31% with 
tazarotene plus the low-, mid-, and high potency corticosteroid, respectively)." The 
combination of the results presented in the present application and the teachings of the 
cited reference provide sufficient support for our conclusion that the presently claimed 
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compositions have fewer side effects. A person of ordinary skill in the art would 
expect that when two therapies are combined, the number of adverse events would be 
greater compared to the individual monotherapies, i.e. the adverse events would be 
additive. As shown in the specification and the Gollnik reference, the use of a 
corticosteroid actually reduces the adverse events associated with the use of 
tazarotene. In a sense, the corticosteroid could be viewed as an agent that is effective 
in counteracting part of the adverse effects of tazarotene. The Gollnik reference states 
(p. 22, under Discussion) "[t]he corticosteroid enhances efficacy and ameliorates the 
perilesional irritation that may arise with topical retinoids such as tazarotene". In 
summary, since the combination therapy is shown herein to reduce the number of 
adverse events associated with tazarotene, Applicant has demonstrated that the 
combination has unexpected properties, and is thus not obvious in view of the prior 
art. 

In light of the points raised above, Applicant believes that the claims are 
patentable as they stand, and respectfully requests that Examiner pass them to issue. 
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